Background
==========

It is well established that the incidence, prevalence and presentation of mental disorders differ by gender, ethnicity and age. For example, men suffer from higher rates of alcohol dependency and antisocial personality disorder, and women have higher rates of depression, anxiety and somatic complaints \[[@B1],[@B2]\]. Black and minority ethnic groups (BME) have a higher reported incidence of psychotic disorders \[[@B3]\], and are more likely to experience compulsory admission to psychiatric hospitals than whites \[[@B4]\] There is a higher incidence of schizophrenia in men compared with women \[[@B5]\] and men have poorer outcomes \[[@B6]\] but women are more likely to present with late onset psychotic disorders \[[@B7]\]. Alzheimer\'s Disease is more prevalent in women (reflecting the high proportions of women in the older adult population in industrialised countries)\[[@B8]\]. The validity of such findings is predicated on the assumption that recruitment of study participants is not overly influenced by sampling bias.

However, there is evidence that some groups are under-represented in mental health research \[[@B9]\] whereby insufficient numbers of participants are recruited to adequately represent a particular group of patients. For example, the National Survey of American Life: a study of racial, ethnic and cultural influences on mental disorders and mental health \[[@B10]\] found that initial refusal to participate was higher in African Caribbean participants, and the authors cite fears and suspicions concerning questions about possible immigration status as a reason for this. We also found that in a preliminary analysis of the Aetiology and Ethnicity of Schizophrenia and other Psychoses (AESOP) dataset \[[@B11]\], ethnic group and gender interacted to predict consent to participate; Black Caribbean men, and Black African women were more likely to refuse to take part in mental health research than their white British counterparts (Sloan & Morgan, personal communication).

There are a number of possible reasons why some groups are under-represented in mental health research. Firstly, until recently, investigators have tended to aim for homogeneity of study populations to avoid potential confounding. In addition women of childbearing age are also often routinely excluded from aetiological and intervention studies (e.g. neuro-imaging studies or drug trials) because of fears that if they are pregnant, or conceive during the study, the foetus will be put at risk \[[@B12]\], though there is evidence that this is changing \[[@B13],[@B14]\]. Secondly, certain groups are less likely to access mental health services and will therefore not be available for studies that recruit through service contacts, e.g. BME patients and young men are less likely to access mental health services \[[@B15]\]. Also, gender and BME specific pathways to mental health care may also inhibit recruitment of these groups e.g. BME groups are more likely to have contact with mental health services via the criminal justice system \[[@B11]\]. The stigma associated with mental illness \[[@B16]\] may also affect willingness to participate in mental health research, both for participants who are mentally ill and healthy controls, particularly those from BME groups, or older potential participants\[[@B17]\]. Older adults may also be more physically frail, limiting their ability to attend research appointments and they are more likely to have chronic physical diseases which may mean they cannot be recruited into studies due to the exclusion criteria.

There is increased recognition of the importance of generalisability for study findings and the US National Institutes of Health (NIH) published amended guidelines in 2001 on the inclusion of women and minorities in research \[[@B18]\]. These guidelines state \'It is the policy of NIH that women and members of minority groups and their subpopulations must be included in all NIH-funded clinical research, unless a clear and compelling rationale and justification establishes to the satisfaction of the relevant Institute/Centre Director that inclusion is inappropriate with respect to the health of the subjects or the purpose of the research\'. It is therefore vital that researchers know about potential barriers to participation in these groups and strategies that can effectively be used to overcome these barriers.

To our knowledge there has been no systematic review of barriers to participation in mental health research for different groups or how researchers have tried to overcome them. We therefore aimed to review the current literature on the nature of barriers to participation across different mental health studies with a focus on whether there are specific gender, age and ethnicity related barriers and to examine the evidence on the effectiveness of strategies used to overcome barriers.

Methods
=======

The research literature was searched using bibliographical electronic databases: Psyc-INFO, Medline and Embase, (1990-2008). The inclusion criteria were English language reports on barriers to recruitment in mental health research and strategies to address these on adult participants. The exclusion criteria were articles with a primary focus on eating disorders or substance abuse, non-empirical research articles and book chapters. \"These databases were searched using search terms Mental disorders (Mapped term: exploded), and Recruitment\$ and Research\$ resulting in a retrieval of 661 articles across the three databases. Then, to narrow the search, the word barriers\$, and finally, the term participation\$ was added to the above search terms.

All of the articles retrieved (n = 157), using the above search terms, were subject to an initial screen. This involved reviewing the title and abstract of the retrieved article for subject relevance. After the search was conducted a primary researcher (CS) was responsible for selecting articles for review, and a second researcher (AW) repeated this process to check all relevant articles had been included. Where there was disagreement a senior author (LH) examined the paper and consensus was achieved after discussion. A circulatory approach to the review process was adopted \[[@B19]\], whereby the author moved between searching the literature base, analysing relevant studies to identify further studies and writing up; this is done so that the review remains firmly grounded in the available literature. Conceptual and methodological literatures are not readily subject to meta-analysis. It was anticipated that this review would include both qualitative and quantitative research therefore a more open and qualitative analysis of the results was considered appropriate \[[@B20]\].

We excluded articles relating to substance misuse only and eating disorders only (n = 11), articles unrelated to mental health research (n = 46), non-empirical research articles or book chapters (n = 20), and articles with no focus on recruitment (n = 34). A scan of the reference list, for potential additional articles of relevance was carried out for each paper and six additional papers were selected for initial inclusion in this review (see Figure [1](#F1){ref-type="fig"}).

![**Papers identified for review**.](1471-244X-10-103-1){#F1}

Results
=======

Forty-nine papers met the inclusion criteria of this review and were examined in detail (see additional file [1](#S1){ref-type="supplementary-material"}). The papers included in this review were diverse in type using a broad range of methodologies and participant populations. Papers are concerned with Dementia (n = 19), Schizophrenia (n = 7), depression (n = 15), Bipolar Disorder (n = 2), or mental illness in general (n = 8); one paper included patients with schizophrenia, depression, and bipolar disorder and therefore is included in each category. The methodologies used were qualitative (including surveys (n = 12), focus groups (n = 2), and semi-structured interviews (n = 8)), descriptions of different recruitment strategies in clinical trials (n = 7), and discussion of issues of recruitment and/or comparison of recruitment strategies within the same study (n = 26). One paper \[[@B21]\] compared the recruitment strategies of two RCTs on treatment models for depression. Additional files [2](#S2){ref-type="supplementary-material"}, [3](#S3){ref-type="supplementary-material"}, [4](#S4){ref-type="supplementary-material"}, [5](#S5){ref-type="supplementary-material"}, and [6](#S6){ref-type="supplementary-material"} provide details of included studies for the different disorders, with information on the barriers identified in each study and the country from which papers originate. Figure [2](#F2){ref-type="fig"} provides details of barriers and facilitators identified by the included studies.

![**Barriers and facilitators to recruitment**.](1471-244X-10-103-2){#F2}

Identified Barriers
-------------------

The barriers identified by researchers were broad ranging and included fear, suspicion and/or distrust of researchers \[[@B22]-[@B30]\], concerns about confidentiality \[[@B31]\], transportation difficulties \[[@B23],[@B32]-[@B34]\], severity of illness\[[@B35]-[@B39]\], lack of financial reward \[[@B28],[@B40]\], an increase in age - associated illness \[[@B35],[@B37],[@B41]-[@B45]\], inconvenience \[[@B23],[@B33],[@B46]-[@B48]\], fear of relapse as a result of participation \[[@B31],[@B49]\], and the stigma of mental illness \[[@B24],[@B26],[@B26],[@B26],[@B27],[@B44],[@B50]-[@B53]\]. Also discussed were barriers that are not explicitly linked to the population being studied but rather the researchers themselves, which include competing academic centres studying the same group (which potentially increases participant refusal in one project due to participation in another), tensions between academic institutions and community centres, interdisciplinary differences \[[@B54]\], and relying on referrals from clinicians who have misconceptions about the research design and consequently have difficulty identifying and explaining the study to prospective patients \[[@B55]\].

In efforts to recruit minority ethnic groups specifically, a number of studies identified the stigma of mental illness \[[@B24],[@B26],[@B26],[@B27],[@B51],[@B53]\] and distrust of researchers \[[@B10],[@B22],[@B56]\] as significant barriers. Results from a focus group with caregivers of patients with Alzheimer\'s disease indicated that the primary barrier for white participants was \'inconvenience\' whereas for African American families it was more a general distrust of research \[[@B23]\]. Interviews with Chinese American Alzheimer caregivers also suggested that the social stigma associated with the disease was a barrier to research participation \[[@B51]\]. Language barriers \[[@B34]\] have also been cited as barriers to recruitment in minority ethnic groups. Immigration status proved to be a barrier to participation when attempting to recruit Mexican and Puerto Rican patients \[[@B26]\] and African American and African Caribbean migrant and second and older generation populations \[[@B10],[@B26]\]. Loue and Sajatovic (2008) \[[@B26]\]discussed immigration status as also being a potential inhibiter to both initially contacting and remaining in contact with some patients as they were attempting to remain undetected by other authorities. In addition, the fear of being asked about immigration status within the context of a survey served as a challenge to initial recruitment \[[@B10]\].

Older participants are more difficult to recruit in some studies, and this can be due to a higher likelihood of physical illness\[[@B41]\]. Many of the studies done specifically with an older population also found that the difficulty of accepting a diagnosis of Dementia was a common barrier \[[@B22],[@B23]\]. Through interviews it was found that caregivers of people with dementia were also concerned that the research activities would be harmful and cause excessive worry for the patient \[[@B51]\]. Rather than age itself serving as a barrier to recruitment, studies in relation to this factor were largely concerned with barriers to recruiting older adults into dementia research. It is interesting to note that one study of younger adults experiencing their first episode of mental illness also highlighted the difficulty of accepting a diagnosis as well as a decreased need for treatment as barriers \[[@B57]\].

In terms of gender, one study found that males were harder to recruit because they were less likely to endorse a diagnosis of depression because of the associated stigma \[[@B44]\]. However more men than women admitted to a psychiatric hospital recorded that they saw no reason to refuse participation when asked to consent to a range of hypothetical studies \[[@B28]\].

Recruitment strategies to overcome barriers to participation
------------------------------------------------------------

The recruitment strategies employed and discussed by researchers can be classified into three broad categories; suggestions for recruitment based on focus groups, interviews, and surveys with patients and others; author\'s opinions on what techniques they thought were helpful in their own recruitment; and strategies that were actually tested and measured in terms of effectiveness in increasing recruitment. It should be noted that strategies were not developed to recruit more effectively by age, gender or ethnicity specifically; instead more general strategies were described though some had a focus on minority recruitment.

Patient, caregiver, and professional suggestions on components essential for effective recruitment elicited from focus groups, interviews and surveys included: involving care givers \[[@B23]\]; emphasis on possible psycho-social benefits to participants including \'social and emotional support\' from the research staff \[[@B23],[@B31],[@B58],[@B59]\]; bilingual staff \[[@B51]\]; familiarity with researchers \[[@B31],[@B60]\] and transportation assistance and incentives \[[@B28],[@B31],[@B32],[@B61]\].

Some strategies are specifically relevant to certain contexts. For example, a study in the United States of America (USA) involved semi-structured interviews with patients who had and had not participated in mental health research to determine their main motivations and barriers to participation \[[@B31]\]. A strong motivating factor for patients with a diagnosis of schizophrenia was the offer of free medication; patients who were least happy with their current condition were more motivated to participate as they hoped that their symptoms would be alleviated.

Some researchers have provided suggestions on what recruitment techniques they believe were helpful in their research. These range from using bilingual staff (where studies have participants with other first languages) \[[@B26],[@B26],[@B34],[@B62]\]; targeted marketing material \[[@B10],[@B33],[@B40],[@B62],[@B62],[@B62]\]; assistance with travel costs and incentives \[[@B34],[@B46],[@B57],[@B63],[@B64]\]; flexible meeting times and locations \[[@B26],[@B34],[@B57]\], and avoiding the use of mental illness terms where possible to minimise the effect of the associated stigma \[[@B26],[@B40],[@B65]\].

Several studies describe different forms of outreach work designed to engage and consequently recruit ethnic minority participants. These range from hiring a specific \'outreach worker\' (a person living within the community) \[[@B24]\] to assist researchers in meeting potential participants and advise study researchers on how to appropriately communicate, to (in certain contexts) ongoing consultation with community leaders \[[@B66]\]. Targeted marketing in the local communities was also employed \[[@B44],[@B50]\]. While our review did not focus on retention of study participants, some authors commented on high retention rates which they attributed to certain strategies including the collection of alternative contacts for highly mobile subjects, birthday cards, and gifts for subjects \[[@B26],[@B34]\]. One study used a group session to inform potential participants about a study \[[@B67]\]. The 45-minute presentation to potential participants described the nature of the RCT of supported employment. To be eligible for recruitment, potential participants had to attend four of these sessions; this was to ensure informed and committed people were recruited. The project met its recruitment target and had a good retention rate. However none of these strategies were formally evaluated.

A small number of studies have evaluated the efficacy of researcher/participant ethnic matching \[[@B10],[@B21],[@B68]\] and found little effect on recruitment rates. For example, Thompson et al (1996) found that ethnic matching of researchers to potential participants did not influence rates of refusal of interview completion for African American psychiatric inpatients. Recruitment data from a randomised trial to evaluate the effectiveness of a social model of care for patients with depression, anxiety or heavy drinking showed that ethnically matched recruiters were no more effective than experienced researchers with previous experience of conducting work with minorities and community member recruiters, with recruitment rates of 64%, 70%, and 77% respectively \[[@B21]\].

Other methods to increase minority recruitment that researchers have tried to evaluate included the distribution of educational pamphlets, a study newsletter and compensation for transportation costs in a study on dementia in black patients. When these strategies were introduced participation rates in a registry for Alzheimer\'s disease increased from 60 black patients (out of 607 potential participants) in year one to 150 in its second year \[[@B32]\]. Fritsch et al (2006) \[[@B69]\] increased minority recruitment rates (17% to 36%) over a 6 month period by exposing potential participants to a piece of educational theatre on Alzheimer\'s disease.

Discussion
==========

The main findings in terms of barriers identified ranged from practical factors (including transport, lack of financial reward, inconvenience, language difficulties, and immigration status), to more complex internal barriers (ranging from distrust of research and concerns about confidentiality, stigma of mental health, reluctance to accept a psychiatric diagnosis and fear of relapse). Strategies to overcome barriers to recruitment ranged from transport assistance and monetary incentives, bilingual staff, and inclusion of caregivers. Such practical solutions such as flexible meeting times, locations, and monetary incentives are relatively easy to implement in order to address barriers pertaining to transport, inconvenience, and financial difficulties. However other more complex barriers associated with the health, beliefs, and the culture of patients and/or carers were identified, which may be more difficult to overcome. We will therefore discuss these barriers in more detail.

Fear and Concerns about Confidentiality
---------------------------------------

Through interviews with patients who had not consented to participate in a study of schizophrenia, Kaminsky et al (2003) \[[@B31]\] found that refusal was based on a fear of not knowing what was involved in the research, concerns about confidentiality of information and concerns that their personal information may be misused. Therefore clear, comprehensive explanations of the procedures involved in the study by researchers could serve to lessen any initial distrust. The recruitment targets were met in a study that utilised a research induction group to facilitate recruitment \[[@B67]\]. Within this forum there is the potential to provide sufficient information and respond to any concerns prospective participants have.

The mistrust and scepticism of mental health research found in ethnic communities \[[@B70]\] also inhibits prospective patients from volunteering to participate in research projects. This is in line with findings that ethnic minorities have a greater distrust of medical research in general \[[@B22],[@B23],[@B70]\]. Given that it is still discussed in the research and lay literature\[[@B71]\], this is perhaps a legacy from medical research projects such as the Tuskegee study, in which black men were not offered efficacious treatments for syphilis \[[@B72]\]. This scepticism of mental health research includes concerns about confidentiality of information shared \[[@B31]\] and perhaps the more deeply entrenched feelings of \'mental illness rooted in white oppression\' \[[@B27]\].

The majority of studies were conducted in the USA and there did not appear to be significant differences in perceived barriers and facilitators to participation across countries. However we noted that three of the five studies based in England discussed the reluctance of clinicians to refer participants (due to a lack of confidence, skill, or misconception about research) as a significant barrier\[[@B73]-[@B75]\], in a way that was not explicitly discussed in studies conducted in the USA. This may indicate that research is more embedded in clinical practice there, or that less attention is paid to clinicians as potential barriers.

Stigma of Mental Illness
------------------------

The stigma associated with mental illness has been widely researched and seen as a factor effecting service engagement \[[@B16],[@B76]\]. Stigma has also been cited as a factor affecting lower service use among ethnic minority groups \[[@B77]-[@B79]\]. The stigma attached to mental illness experienced by ethnic minorities such as African American \[[@B23]\] and Chinese American \[[@B51]\] communities were perceived to be a strong barrier to participation in mental health research. As ethnic minorities are less likely to access mental health services, reliance on clinical referrals and recruitment through services limits the potential pool of ethnic minority participants. Stigma and general distrust can also stem from a lack of understanding about the illness; some researchers who had difficulty recruiting Latino caregivers of persons with dementia cited a general lack of awareness and knowledge of dementia in the community as a significant barrier \[[@B62]\]. Other researchers deliberately avoided using terms associated with \'mental illness\' and other \'stigmatizing diagnostic classifications\' in their marketing and recruitment material, though ethically such techniques may be problematic if they are not transparent about the study aims.

A lack of knowledge about older age disorders has been highlighted as a potential barrier to participation in research into dementia \[[@B69]\]. Fritsch et al (2006) \[[@B69]\] significantly increased recruitment rate of African Americans into Alzheimer\'s disease research through exposure to live educational theatre on the topic. This type of community education can serve to lessen the stigma attached to a diagnosis of Alzheimer\'s disease.

Acceptance of Diagnosis
-----------------------

Patients and family members\' acceptance of a diagnosis is an important factor in gaining consent for participation. Studies of older adults with dementia or Alzheimer\'s Disease \[[@B22],[@B23]\] found a reluctance to accept the diagnosis was a significant barrier. Not only did it prove to be a barrier at a patient level but clinicians themselves also resisted formally diagnosing Chinese American patients in an effort to reduce the perceived stigma of the diagnosis for that population \[[@B51]\]. Clinicians in this study reasoned that there was no need to give a potentially stigmatizing diagnosis if the elder was well cared for and not exhibiting any dangerous or violent behaviour. This consequently has implications for recruitment of these types of patients. A lack of insight or understanding, or an emotional need to deny a diagnosis, was found not only in elderly populations and their families but also with adolescents experiencing their first episode of psychosis or depression \[[@B57]\]. In one study males were more difficult to recruit due to their non-acceptance of their diagnosis of depression \[[@B44]\]. This is consistent with research that suggests males experience depression privately, unshared with others and attempt to alleviate it with little external help \[[@B80]\].

Facilitators to Research Participation
--------------------------------------

Incentives to research participation such as the offer of free medication are relevant in countries where patients have difficulty in accessing and paying for health care. Even in countries with free healthcare people may see research as another avenue for help, as found by a United Kingdom (UK) based online survey on the views of patients regarding research participation (see <http://www.healthtalkonline.org>) \[[@B81]\]. This study also found that, of those people who were approached about mental health research, those who believed that their mental health may alter or be at risk of deteriorating as a result of participation were far less likely to participate in experimental studies and drug trials.

Results from studies that employed racial matching did not clearly indicate an improved consent rate from ethnic minority participants. Experience or \'cultural competence\' appears to be more effective. However language specific marketing and use of researchers fluent in the minority groups\' language is inevitably an effective component of recruitment \[[@B26],[@B34],[@B50],[@B51],[@B62]\].

Feedback from focus groups about research with older adults with dementia \[[@B23],[@B50]\] highlight how important it is that family members and carers are actively involved in recruitment and research procedures, as the decision of consent will in large part be influenced by them. It is particularly important to include caregivers in the explanation and consent process as some caregivers have expressed worry that research participation could be potentially harmful to a patient \[[@B51]\].

A major motivating factor in participation in research appears to be the perception that the research may help others \[[@B31],[@B50],[@B61],[@B82]\]. It follows that receiving research feedback from a study can reinforce this and show participants how they are contributing to the development of knowledge in that particular area \[[@B83]\]. Most studies agree that this is good practice and UK research ethics committees now routinely ask if this is planned. It is less clear how much time and resources should be allocated to providing detailed feedback. This is a longer-term strategy which aims to engage with the communities and educate them in what the research and their previous participation achieved; in the hope that this will lead to higher participation rates in future studies. This wider form of community awareness and engagement has been advocated by many authors \[[@B26],[@B50],[@B51],[@B69]\] and is seen as crucial to recruitment. Participants also advocate this. In a study on schizophrenia, participants expressed a strong preference for being thoroughly debriefed about the purpose of each task at the conclusion of the study \[[@B61]\]. Outlining to a participant that they will receive some form of immediate feedback in the form of a debriefing may therefore increase the likelihood of consent.

Implications
------------

Research findings will not be generalisable if particular groups of patients are under-represented; research on the effectiveness of medication for certain ethnic groups for example has been limited \[[@B84]\] making it difficult to identify whether dosage should be altered or whether different drugs should be used. Study design ideally needs to reflect the population under investigation and where recruitment of large subgroups is not possible for practical reasons this should be addressed in the analysis e.g. by probability weighting in cost-effectiveness analyses.

Studies could also use more comprehensive datasets (e.g. administrative data) which could be helpful in triangulating research findings. Grant bodies could also try to ensure that planned research addresses the evaluation of recruitment strategies to ensure relevant groups are adequately represented.

Limitations of Review
---------------------

This literature search did not include hand-searching of relevant journals and formal rating of methodological quality was beyond the scope of this review - the diversity of the papers considered made this impractical. We found few studies that actually tested the effectiveness of a strategy making it difficult to attribute successful recruitment to a particular method. The lack of control groups in the majority of studies and comparisons of rates of recruitment could be affected by confounding factors. The literature to date illustrates how the majority of recruitment methods have not been formally evaluated and there is therefore a real gap in our understanding of barriers to participation. Much of the research in this area is at an exploratory stage only.

Future Research Directions
--------------------------

Many researchers described barriers as discussion points or as a set of limitations after the results rather than something specifically considered in the study design. Where researchers did try to address potential barriers in their recruitment strategies, they did not formally evaluate these in any way. In view of the very limited evidence base on recruitment strategies to overcome barriers to participation in mental health research, we would recommend that future feasibility and pilot studies should include systematic evaluation of different recruitment strategies before starting a major study. Such development work is recommended by the UK Medical Research Council \[[@B85]\] and has been used successfully in other medical research settings \[[@B86]\]. We would also recommend that researchers clearly describe whether their sample is representative of the population of interest as recommended by the extended CONSORT guidelines\[[@B87]\].

Further research on age related barriers would be beneficial as little information was found on this. Other factors that may also be important barriers to participation such as level of education and socio-economic deprivation could also be explored in future research.

Conclusions
===========

There is little evidence on which recruitment strategies are effective for increasing rates of participation but studies did identify clear barriers which could be addressed by future researchers. For example, addressing difficulties with transportation is a clear and practical way to facilitate recruitment. Stigma, fear, and distrust were consistently found to be barriers across studies and consequently attempts to address these would also presumably increase recruitment. Transparency of the research project and a clear explanation of what is expected of participants may go a long way in dispelling fear and distrust. In addition, it is also important and worthwhile to be inclusive of caregivers and family members as in many cases they will be important contributors to decision making in participants\' lives. This may also serve to ease some anxieties that prospective participants and their families may have about the impact of the research on the participants\' health, and potential benefits. These could include allocation of different strategies in a randomised controlled trial would be beneficial. For example, a comparison of different marketing strategies and recruitment materials (e.g. information sheets) could be done whereby one set of materials uses less mental illness terminology that is potentially stigmatising, to determine if this increases recruitment rates. We would also recommend that researchers clearly describe whether their sample is representative of the population of interest. It is important for researchers to be aware and to try to recruit under-represented groups in future studies to ensure the validity of reported findings are not potentially undermined by sampling bias.
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